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^fl^ ' I International applicatio^^^k 

^ RMINATION REPORT PCTAJS03/17281 



L Basis of the report 



1 . With regard to die elements of die international application:* 
the international application as originally filed, 
the description: 

pages 1^6 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of - — 

the claims: 

pages 27-33 t as originally filed 

pages NONE , as arrmnripsd (together with any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . _ — 

the drawings: 

pages MS x as originally filed 



pages NONE , filed with the demand 

pages NONE • filed with the letter of • 

| | the sequence listing part of the description: 

pages NONE t as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . • 

With regard to the language, all the elements marked above wra ^ 

language in which the international application was filed, unless otherwise indicated under mis item. 

Trrae elements were available or ftunished to this Authority in the following language which is: 

|~] the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 
|~1 the language of publication of the international application (under Rule 48.3(b)). 

□ the language of the translation rurnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 

* international preliminary examination was carried out on the basis of the sequence listing: 

| | contained in the international application in printed form. 
| | filed together with the international application in computer readable form. 
| | furnished subsequently to this Authority in written form. 
| | rurnished subsequently to this Authority in computer readable form. 

□ The statement mat the subsequently rurnished written sequence listing does not go beyond the disclosure in the 
international application as tiled has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence listing 
has been rurnished. 

4. [ ] The amendments have resulted in the cancellation of 

| | the description, pages NONE 
fZ3 the claims, Nos. NONE 
| | the drawings, sheets/fig NONE 

5. □ This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in tte Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation ^^j^* 4 ™ M 
mVrepZrt as "originally filed" and are not annexed to this report since they do not corOam amendments fides 70.16 and 70.17). 

** ^replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Rule 66.2(a)(u) with regard to novelty, inventive step or industrial appUcabffity; 
citations and explanations supporting such statement ■ 



1. STATEMENT 

Novelty (N) 

Inventive Step (IS) 

Industrial Apphcability (IA) 



Claims 1-19, 7SA\ 



Claims 20-24 



Claims 10. 18. 19. 25, 33. 41 

Claims 1-9. 11-17. 20-24. 26-32. 34-40 



Claims 1-41 



Claims NONE 



_YES 
_NO 

_YES 
NO 



YES 
NO 



2. CITATIONS AND EXPLANATIONS 

Claims 20-24 lack novelty under PCT Article 33(2) as being anticipated by Lizarzaburu et al (1999). 
Lizarzabum taught tetraester^ 

or C17 alkene, R3 andR4 are H, m and n are 1 or 2, and Y 1-4 are CH3. 

Oaims 1 , 2 f 5-13. 26-30, 34-38 lack an inventive step under PCT Article 330) as being obvious over Lizarzaburu et al (1999). 
Uzarzabum taught tetraester^ 

or C17 alkene, R3 and R4 are H, m and n are 1 or 2, and Y 1-4 are CH3. 

Lizarzaburu did not teach a lipoplex between the lipids and a nucleic acid, or the use of the Lipids to deliver P^toti^ butit 
wr^^be^Dbvious toSe lipids for these purposes because Lizarzaburu suggests that the lipids are intended to solve gene 

U would have beeSarly obvious to uanpare the efficiency of the drfferent updsm gene 
SS Sd io havS obvious to vary the lengths of the alkyl or alkenyl chains in the process of optimizing the 
performance of the lipids. 



Claims 3. 4. 14-17. 31, 32, 39, and 40 lack an inventive step under PCT Article 33(3) as bang obvious over Lizarzaburu et al 
(1999)in view of Kolbe et al (2002). 

Lizarzaburu taught tetraester polyamine lipids for gene transection that are identical to formula 1 wherein Rl and R2 are C13 alkyl 
or C17 alkene, R3 and R4 are H,m and n are 1 or 2, and Y 1-4 are CH3. 

Lizarzaburu did not teach a target tissue of tumor, organ, or bone, nor specific N/P ratios, nor plasmid DNA or antisense DNA or 
RNA. 

Kolbe taueht the use of canonic molecules for condensation of nucleic acids for delivery to cells. Kolbe taught that plasmid DNA or 
s^sen^DNAorRNA could be delivered to cancer cells, organs, and bone, and that the N/P ratio was a resulwffecnve viable 
mat should be varied in order to optimize success. Specifically Kolbe taught tot N/P should be between 2.5 and* As such* 
would have been obvious to use the canonic lipids of lizarzaburu to deliver plasmid DNA or antisense DNA or RNA to cancer cells, 
organs, or bone, and to optimize the N/P ratio. 



NEW CITATIONS 
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Vm. Certain observations on the international application 



The following observations on the clarity of the claims, description, and drawings or on the questions whether the claims | 
are fully supported by the description, are made: 

to 25 33 and 41 are objected to as lacking clarity under PCT Rule 66.2(a)(v) because the claimed strucuires are not folly 
^^^^S^S^^^^ ***se the claimed invention in a manner sufficiently clear and c^letefor 

a person skilled in the art because : the claims are drawn to quaternary »^<>™» 

quatemary amines. 
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